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Notification Unacceptable v.20150320 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

May 3, 2019 
 

Catherine Rice 
Agent for North American Infection Control, Ltd. 
c/o Steptoe & Johnson 
1330 Connecticut Avenue NW 
Washington, D.C. 20036 
 
Subject: Label Notification per PRN 98-10– Add Optional Language to the Master Label. 

Notification to Add Optional Descriptions of Use Existing Use Site and Types of 
Surfaces to the Master Label. 
Product Name: Peak Disinfectant 
EPA Registration Number: 88494-3 
Application Date: February 15, 2019 
Decision Number: 549160 

 
Dear Ms. Rice: 
 
The Agency is in receipt of your Application for Pesticide Notification under Pesticide Registration 
Notice (PRN) 98-10 for the above referenced product. The Antimicrobials Division (AD) has conducted a 
review of this request for its applicability under PRN 98-10 and finds that the action requested falls within 
the scope of PRN 98-10. 
 
The label submitted with the application has been stamped “Notification” and will be placed in our 
records. 
 
Should you wish to add/retain a reference to the company’s website on your label, then please be aware 
that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide Act and is 
subject to review by the Agency. If the website is false or misleading, the product would be misbranded 
and unlawful to sell or distribute under FIFRA section 12(a)(1)(E). 40 CFR 156.10(a)(5) list examples of 
statements EPA may consider false or misleading. In addition, regardless of whether a website is 
referenced on your product’s label, claims made on the website may not substantially differ from those 
claims approved through the registration process. Therefore, should the Agency find or if it is brought to 
our attention that a website contains false or misleading statements or claims substantially differing from 
the EPA approved registration, the website will be referred to the EPA’s Office of Enforcement and 
Compliance. 
 
If you have any questions, you may contact Srinivas Gowda by phone at 703-308-6354, or via email at 
gowda.srinivas@epa.gov. 
 
Sincerely, 

 
Jacqueline Hardy 
Product Manager – Team 34 
Regulatory Management Branch II 
Antimicrobials Division (7510P) 
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The Statements on This Page and the Following Page are Optional Statements 
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{surfaces will be selected from the following}
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Not All of the Following Locations Will Be Listed On All Product Versions 
 

{optional sites will be selected from 
the following} 
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When Animal Housing/Holding Facilities are included on the label, the following directions must be added: 
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The Following Specific Product Uses May or May Not Be Listed On All Product Versions 
and Each Paragraph Does Not Need to Include All Use Sites Shown in that Paragraph 
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DIRECTIONS FOR USE 

For labels that list medical premises one of the following statements must be used: 

This product is not to be used as a terminal sterilant/high-level disinfectant on any surface or 
instrument that (1) is introduced directly into the human body, either into or in contact with the 
bloodstream or normally sterile areas of the body, or (2) contacts intact mucous membranes but 
which does not ordinarily penetrate the blood barrier or otherwise enter normally sterile areas of 
the body. 

or

or

Optional additional use statements that may be used 
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These Virucidal, Bactericidal, Tuberculocidal, and Fungicidal, Efficacy Claims are Optional and May Appear Anywhere on the Label

or
Adenovirus type 5 Avian Influenza A 

Virus Cytomegalovirus Enterovirus EV-D68
Hepatitis B Virus Hepatitis C Virus Herpes Simplex Virus Type 1 Human 
Coronavirus Human Immunodeficiency Virus Influenza Virus 
type A2 Influenza B Norovirus Poliovirus serotype 1

Respiratory Syncytial Virus Rhinovirus
Rotavirus Strain WA Vaccinia virus

[The following information specifically applicable to HIV-1, HBV, and HBC, may appear grouped together anywhere on the label 
and is required if human healthcare sites including but not limited to 

hospitals, clinics, physicians’ offices, and/or dental offices/operatories are included on the label] 

These Influenza Related Optional Statements May Appear Elsewhere on the Label 
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Acinetobacter baumanni
Carbapenem resistant Enterobacter cloacae

Carbapenem resistant Enterobacter cloacae
Enterococcus faecium

Escherichia coli
Klebsiella pneumoniae

Staphylococcus aureus Staphylococcus 
aureus Staphylococcus aureus Panel

 Bordatella pertussis [ATCC 12743], Burkholderia cepacia 
[ATCC 25416], Campylobacter jejuni Enterobacter aerogenes
Escherichia coli Klebsiella pneumonia
Legionella pneumoniae Listeria monocytogenes Proteus vulgaris

Pseudomonas aeruginosa , Salmonella enterica 
, Shigella dysenteriae [ATCC 13313], Staphylococcus aureus ,

Streptococcus pyogenes ,  Streptococcus pneumoniae

Mycobacterium bovis

Trichophyton mentagrophytes

Candida albicans

The Following Optional Claims Are Intended For Veterinary or Other Animal Related Facilities 

Avian Influenza A Virus Bordatella bronchiseptica Bovine 
Diarrhea Virus Canine distemper Virus Canine parvovirus

Duck Hepatitis B Virus Feline calicivirus Feline leukemia Virus
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The Following Optional Statement May Appear Elsewhere on the Label (Bold and Caps Not Required) 

As An Alternative the Following Consolidated Format for Stating Pathogen Claims May Be Used 

or
Adenovirus 

type 5 Avian Influenza A Virus Canine distemper Virus
Canine parvovirus Cytomegalovirus Enterovirus

EV-D68 Feline calicivirus Feline leukemia Virus
Hepatitis B Virus Hepatitis C Virus Herpes Simplex Virus Type 1 Human 
Coronavirus Human Immunodeficiency Virus Influenza Virus 
type A2 Influenza B Norovirus Poliovirus serotype 1

Respiratory Syncytial Virus Rhinovirus
Rotavirus Strain WA Vaccinia virus Bordatella 
bronchiseptica Bordatella pertussis [ATCC 12743], Burkholderia cepacia [ATCC 
25416], Campylobacter jejuni Enterobacter aerogenes
Escherichia coli Klebsiella pneumonia
Legionella pneumoniae Listeria monocytogenes Proteus vulgaris

Pseudomonas aeruginosa , Salmonella enterica 
, Shigella dysenteriae [ATCC 13313], Staphylococcus aureus ,

Streptococcus pyogenes , Streptococcus pneumoniae
Mycobacterium bovis Trichophyton mentagrophytes Candida 
albicans

The Following Listing of Pathogens, By Category, May Appear on the Front Label Panel or Elsewhere on the Label, In Any Order, Together 
or Divided, When Used in Conjunction With the Above Listing of All Pathogens Grouped Together, Elsewhere on the Label 

Bordatella pertussis 
Burkholderia cepacian 
Campylobacter jejuni

Enterobacter aerogenes
Escherichia coli 

Klebsiella pneumonia
Legionella pneumoniae
Listeria monocytogenes

Proteus vulgaris
Pseudomonas aeruginosa 

Salmonella enterica 
Shigella dysenteriae 

Staphylococcus aureus 
Streptococcus pyogenes 

Streptococcus pneumoniae

+Adenovirus type 5
+Avian Influenza A Virus

+Cytomegalovirus
+Enterovirus EV-D68

+Hepatitis B Virus [HBV]
+Hepatitis C Virus [HBC]

+Herpes Simplex Virus Type 1
+Human Coronavirus

+Human Immunodeficiency Virus

+Influenza Virus type A2
+Influenza B

+Norovirus
+Poliovirus

+Respiratory Syncytial Virus
+Rhinovirus

+Rotavirus Strain WA
+Vaccinia virus

Mycobacterium bovis Trichophyton mentagrophytes

Candida albicans
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The Following Language is Intended to be Used in Accordance With the US EPA 
“Guidance to Registrants: Process For Making Claims Against 

Emerging Viral Pathogens Not On EPA-Registered Disinfectant Labels” 

Statements intended for technical literature, “1-800” consumer information services, social 
media sites and company websites (non-label related).  Information is NOT to appear on 
marketed product labels.  One or both statements below may be used.) 

or
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The Following Language Must Appear on All Versions of the Label 

For nonrefillable containers 

For refillable containers

Statement Regarding Surface Compatibility Which May Appear Anywhere on the Label 
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The Following Additional Marketing Claims 
Are Optional and May Appear Anywhere on the Label 

The Following Optional Warranty and 
Disclaimer Statement[s] May Appear Anywhere on the Label 

or
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The Following Table, or Portions Thereof, May Appear 
On the Printed Product Label and May Appear in Associated Marketing Materials 
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The Following Graphic Symbols 
Are Optional and May Appear Anywhere On the Label 
in Color or Black and White 

Brackets [ ] Denote Optional Language 

 


